When most urologists begin talking to their patients about the possibility of a penile prosthesis, they focus on the medical aspects of the procedure: is the patient a candidate for the surgery? Will the patient respond well to this treatment? What type of prosthesis should be used? How will the patient's anatomy affect the course of the surgery and the ultimate recovery? How can infection be kept at bay? What most urologists do not focus on-but shouldare the legal aspects of the procedure. Physicians who perform penile prosthesis surgery must be aware of the legal concept of informed consent and, just as importantly, how they can make sure that they obtain informed consent from their patients before the surgery takes place. The purpose of this paper is to provide an overview of the legal doctrine of informed consent and to provide practical advice for making sure that informed consent is obtained prior to the performance of penile prosthesis surgery.
A brief history of informed consent
As one legal commentator has noted, the legal doctrine of 'informed consent' is not a static, carved-in-stone legal principle. Rather, it is a fluid principle undergoing continuous refinement and definition; it is forever evolving and changing as new laws and new cases further shape the parameters and content of what constitutes 'informed consent'. 1 To understand informed consent today, it is helpful to review where the concept came from.
Historically, when it came to medical care and treatment, the patient deferred to his physician with respect to all treatment. It was not the patient's role to second guess what type of treatment was needed or what that treatment would consist of. However, at the beginning of the twentieth century, with the expansion of the concepts of self-determination, patient's rights and consumer advocacy, the historical notion of complete deference to the treating physician was largely abandoned. In its place the doctrine of consent, and eventually, informed consent, arose. 2 A claim alleging lack of consent begins with a patient complaining that he did not consent to the treatment rendered by his physician. Claims of lack of consent began to appear in the early 1900s. One of the first cases to discuss this novel legal concept was the case of Pratt v. Davis.
3 In the Pratt case, an Illinois woman sued her doctor alleging that she had never given the doctor permission to remove her uterus during pelvic surgery. The seminal case of Schloendorff v. Society of New York Hospital 4 involved allegations of unauthorized surgery during an exploratory examination. Justice Cardozo eloquently summarized the issue of consent as follows: 'Every human being of adult years and sound mind has a right to determine what shall be done with his own body; and a surgeon who performs an operation without his patient's consent commits an assault, for which he is liable in damages.' Six years later, a Texas court held a physician liable for operating on a minor patient without first obtaining the permission of the child's parents. 5 These early cases treated the doctrine of consent similar to a light switch: it was either on or it was off. Consent was either given or it was not. In the 'good old days,' when life was simpler (and the law was too) determining whether consent was given was a fairly easy task. But as society (and medicine) became more complex, so too did the concept of consent. 6 Beginning in the 1950s, the concept of consent underwent a radical change. It was no longer enough that the patient had given consent to a particular treatment or procedure. Now, patients-and the courts-were beginning to insist that a decision to give consent be based on facts and information necessary to render an intelligent decision. 7 Out of these demands, the concept of 'informed' consent was born. 8 One of the first cases to discuss this new theory of consent was Salgo v. Leland Stanford, Jr University Board of Trustees. 9 In that case, the California Court of Appeals recognized that a doctor has a duty to tell a patient all the facts necessary for the patient to render an informed decision regarding the proposed treatment or procedure. As a result of the Salgo case, litigation regarding the concept of informed consent skyrocketed and physicians across the country quickly became the targets of claims that the consent they obtained from their patients was not informed and, therefore, tantamount to no consent at all. 10 
What is informed consent?
Virtually all states recognize, either by express statute or common law, the doctrine of informed consent. The basic definition of informed consent: a physician has a duty to disclose to the patient all material information to enable the patient to make an informed decision regarding the proposed operation or treatment.
11 'Material information' is information that the physician knows or should know that would be regarded as significant by a reasonable person in the patient's position when deciding to accept or reject a recommended procedure or treatment. 12 To be material, a fact must be one that is not commonly appreciated. 13 If the physician knows or should know of a patient's unique concerns or lack of familiarity with medical procedures, this may expand the scope of the required disclosure.
14 Stated another way, informed consent means that the physician must identify 'the risks or hazards that could have influenced a reasonable person in making a decision to give or withhold consent'.
15
Only material risks must be disclosed. 16 To be material, the risk must be inherent in the procedure or treatment undertaken. In addition, it has to be the type of risk that could influence a person in making a decision. In other words, if a reasonable person could be influenced by the decision to undergo treatment or participate in a specific procedure by disclosing a risk inherent to that treatment or procedure, then that risk must be disclosed to the patient. 17 The physician's duty to disclose under the doctrine of informed consent is twofold. First, a physician must disclose to the patient the potential for death, serious harm and other complications associated with the proposed procedure and explain these outcomes in lay terms. 18 Second, beyond the foregoing minimal disclosure, the physician must also reveal to his patient such additional information as a skilled practitioner of good standing would provide under similar circumstances.
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A physician's duty to obtain a patient's informed consent includes a duty to disclose available choices with respect to a proposed therapy or treatment (as well as the dangers inherently and potentially involved in each). 20 However, at least one court has held that a physician cannot be held liable under the doctrine of informed consent for failing to disclose the existence of a treatment that is not available or cannot be legally administered in the location where the doctor practices. In Schiff v. Prados, 21 the parents of a 6-year-old girl who died of a malignant brain tumor brought suit against the girl's treating neuro-oncologist, alleging that the doctor failed to obtain informed consent regarding the minor's treatment because he failed to advise them of antineoplaston treatment (involving the transfusion of substances distilled from human urine) that was available in another state (but illegal in the state where the girl and her parents lived). In holding that the plaintiffs could not state a claim for failure to obtain informed consent, the California Court of Appeals recognized that it would be contrary to the public policy of the state to require a physician to discuss alternative treatments that are available in other states and illegal in the state where the doctor practices medicine. 22 It should be noted that the duty to disclose is not absolute. There is no duty to make disclosure of risks where the procedure involved is simple and the danger of injury is remote. 23 Likewise, there is no duty to discuss minor risks inherent in common procedures, when such procedures very seldom result in serious ill effects. 24 As a general rule, the physician who is performing the procedure or providing the treatment must secure the informed consent. 25 The duty to secure proper consent cannot be delegated to somebody else; it is non-delegable and belongs to the physician alone.
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The physician who is performing the procedure or providing the treatment in question should include a progress note in the patient's medical chart indicating that he or she has personally conferred with the patient, explained the risks and benefits of the procedure or treatment, as well as alternatives to the procedure or treatment and the consequences associated with a failure to authorize the procedure or treatment. (As long as the physician has thoroughly discussed these issues with the patient, a nurse or physician's assistant can have the patient sign the informed consent form at a later time.)
Although most courts have held that physicians who do not have any contact with a patient are not Informed consent for penile prosthesis BC Nahrstadt responsible for making disclosures directly to the patient, 27 at least one court has held that a physician who runs a clinical trial can be liable for failing to obtain informed consent from a participant even though the doctor never met the patient and performed no services unique to the patient. 28 In Lenahan v. University of Chicago, the court found that the principal investigator of an experimental cancer treatment program could be liable for failing to obtain an informed consent from the patient because although the doctor never personally saw the plaintiff's decedent, he did conduct laboratory tests, reviewed the test results and provided the test results to other doctors who were involved in the treatment of the decedent. 29 Another point needs to be made. The focus of informed consent is on the patient, not the physician. In other words, it is not what the physician thinks the patient should know; it is what a reasonable patient would want to know in making the decision. Therefore, a physician who seeks to spare his patient from a discussion of grisly but potential risks will not be able to avoid liability by saying that he withheld the information for the patient's benefit. In most jurisdictions, even if most doctors would agree that a patient should not be told of a risk because it might unnecessarily scare the patient away, that is not relevant. What is relevant is whether the risk could have influenced a reasonable patient in making the decision, not whether a reasonable doctor should or should not disclose the risk to the patient. 30 
Special issues concerning informed consent
The foundation of informed consent is the patient's ability to receive and understand the information provided by his treating physician. To that end, if the patient is unable to understand what his physician is telling him about the risks associated with the procedure at hand, he may be able to establish that his consent was not truly informed. Some of the more common impediments to informed consent include the impaired mental status of the patient, language barriers, illiteracy and overly complex forms. Each will be addressed in turn.
Mental status
Several lawsuits have been filed in which the patient has argued that his mental status was affected in such a way that he was not in a position to comprehend the explanation of the risks and benefits associated with the proposed treatment. This impaired mental status could be the result of mental illness, intoxication or drug impairment. To guard against claims of impaired mental status, the physician who is obtaining the informed consent should consider the following:
Be aware of the timing of the consent. If it is obtained in the hospital, make sure it is signed before the patient receives any medication. Document the patient's mental acuity at the time the risks and benefits of the procedure or treatment are discussed. Make a note in the chart that the patient was awake, alert, oriented, participated in the discussion, asked appropriate questions and comprehended the discussion. Incorporate a statement in the informed consent form that the patient fully comprehends the risks of the procedure and is not subject to any medication, illness or other impairment that might affect his ability to comprehend or understand. Consider adding an addendum to the informed consent form that allows the witness to certify that the patient was alert, comprehended the discussion and voluntarily signed the consent form. 31 
Language barriers
We live in an increasingly diverse country. In some states, large portions of the population may have difficulty understanding English or may not understand the language at all. In those cases where the plaintiff is unable to read or understand English, it will be almost impossible to convince a jury that the plaintiff understood an informed consent form that was written entirely in English. In fact, courts have held that liability can attach when a patient who cannot understand English is not provided with treatment information in Spanish. 32 Liability can also attach when the patient is given a Spanish language informed consent form and the patient cannot read Spanish. 33 In Quintanilla v. Dunkelman, the plaintiff sought treatment from the defendant for a recurring mass on the right side of her vagina, excessive bleeding and related pain. During an office visit, the plaintiff and the defendant conversed about various treatment options in Spanish. The defendant allegedly told the plaintiff that 3 days hence he would perform a dilation and curettage, and laparoscopy to attempt to find a cause for her problems. On the day of the surgery, the plaintiff was given an informed consent form to sign. The form was written entirely in Spanish. Although the plaintiff spoke fluent Spanish, she was unable to read any Spanish at all. As she was unable to read the form, she did not understand the nature and extent of the procedures to be performed upon her or the possible complications associated with the procedures.
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Following the surgery in question, the plaintiff was shocked to see that she had stitches in her vagina. She claimed that her vagina became disfigured as a result of the procedures performed by the defendant and that she was unable to engage in pain-free intercourse following the surgery. The appellate court upheld the entry of judgment in favor of the plaintiff, finding that as the plaintiff was unable to read the Spanish language informed consent forms there was no indication in the record that the plaintiff was advised of possible disfigurement, excessive long-term pain or interference with her ability to have normal sexual intercourse. 34 So how does one overcome potential language barriers? One of the easiest ways to do so is to use bilingual consent forms. Some states, such as Texas, mandate that consent forms for certain procedures (for example, hysterectomies and abortions) be available in both Spanish and English (for copies of these forms, visit the Texas Department of Health website at http://www.tdh.state.tx.us). Another option is to use a translator to read the informed consent form to the patient. This is a viable option only if there is a written certification signed by the translator establishing that the form was accurately and verbally translated and read in the language of the patient who expressed his comprehension of the translation. 35 
Illiteracy
More than one lawsuit has been filed where the patient argues that informed consent was not obtained because the patient was unable to read the informed consent form. The best solution to this problem is to have the informed consent form read to the patient (in the patient's native tongue). The person who reads the informed consent form to the patient should also be required to sign the form certifying that he accurately and completely read the form to the patient and the patient expressed his comprehension of the contents of the form. 36 Overcoming this barrier to informed consent is not difficult. The real difficulty arises in identifying this barrier in the first place. Unless the patient tells the physician that he is illiterate, in all likelihood this fact will be lost on the physician. Consequently, the physician and his staff must be on the lookout for some of the subtle signs of illiteracy. Does the patient sign the relevant forms with an 'X' instead of a real signature? Did the patient complete the forms himself or did he have someone else complete the forms for him? Do the answers to the patient's new patient questionnaire appear to be in the handwriting of a woman when the patient is a man? Does the patient sign the informed consent forms without even looking at their contents? All of these signs-and more-may indicate a functioning illiterate and require the reading of forms to obtain informed consent. 37 
Overly complex forms
More than once consent forms have been challenged on the basis that the contents of the forms were too technical for the patient to understand. As a result, it is imperative that physicians use understandable language in their informed consent forms: a patient can understand an 'infection,' he may not understand the significance of an 'electrolyte imbalance'. 38 Likewise, a patient can understand that his medicine may cause irregular heartbeats. He most likely will not understand that his medicine might be 'proarrhythmic'. 39 Informed consent forms should be written using language at the reading and technical level of the participant. The general rule is to draft informed consent documents at an eighth-grade reading level. 
Brochures and videotapes
It is not unusual for physicians to provide brochures about a procedure to a patient or to have the patient view videotapes of the procedure. Make sure you know what the brochures and videotapes say. Personally review each one that will be provided to patients so that you know the information that is contained within them. Confirm that this auxiliary information fairly and accurately portrays the risks of the procedure rather than downplaying or understating the risks. An overly optimistic brochure or videotape gives the patient ample room to argue that he would not have signed the consent form if he had known that the risks of the procedure were more likely to occur or more serious than what was portrayed in the video or brochure. Finally, if you distribute brochures or videotapes to your patients, take advantage of the information contained within them to bolster your argument that you properly informed the patient of the risks associated with the procedure. Make sure that you or your staff docuInformed consent for penile prosthesis BC Nahrstadt ments that the patient received the brochure or viewed the videotape in the office. 41 
Informed refusal
It is important to remember that that there is a flip side to informed consent-informed refusal. What do you do if you have a patient who refuses diagnostic testing or declines to undergo a necessary medical procedure? An 'informed refusal' should be obtained with respect to any treatment or procedure that could have either diagnostic or therapeutic consequences. To the extent possible, this informed refusal should be in writing and it should be signed by a witness. At the very least, there should be a notation in the patient's chart that the patient refused to undergo the recommended treatment or procedure. 42 What should the informed refusal form or notation contain? According to one commentator, the form or notation should contain the following:
A description of the treatment or procedure offered; Identification of the reasons why the treatment or procedure was offered; Identification of the potential benefits; A notation that the patient has been told of the risks in not accepting the treatment; Clear documentation that the patient has unequivocally and without condition declined the treatment; and An identification of why the patient refused the treatment or procedure. 43 Remember that the same barriers to informed consent discussed above apply with equal force to informed refusal. Follow the same practices outlined above to avoid challenges to informed refusal by individuals claiming that the form (if one is used) was too complex, the conversation was conducted in a language he did not understand and so on.
What options are available to the patient if informed consent is not obtained?
A patient who has not given his informed consent for a specific procedure or treatment can bring an action against the physician under one of two theories. To begin with, the patient can bring a claim of medical battery against the physician. In a medical battery case, the patient can recover by establishing either that there was no consent to the medical treatment that was performed, that the treatment was administered against the patient's will or that the treatment substantially varied from the consent that was given. 44 For example, in the case of Ashcraft v. King, 45 the court held that the patient could establish a claim for medical battery where the consent for surgery was subject to a specific condition (only family-donated blood could be used during surgery) and the physician who performed the surgery did not abide by that condition. In addition to a claim for battery, the patient can also bring a claim for medical negligence. To establish a claim for negligence based on a lack of informed consent, the patient must prove the following:
That the physician failed to disclose alternative treatments and failed to inform the patient of reasonably foreseeable risks associated with the treatment, and the alternatives, that a reasonable medical practitioner would have disclosed in the same circumstances; That a reasonably prudent patient in the same position would not have undergone the treatment if she had been fully informed; and That the lack of informed consent was a proximate cause of the injury. 46 What should an informed consent for penile prosthesis surgery contain?
The first several pages of this article have focused on the general principles applied to an effective informed consent. Now let us turn our attention to applying these principles to obtaining informed consent for penile prosthesis surgery. What follows is a list of items that should be discussed with a candidate for penile prosthesis surgery before such surgery is scheduled to take place.
Alternative treatments
Implantation of a penile prosthesis involves highly invasive surgery. Before resorting to such a serious course of treatment, the treating physician should make every effort to treat the patient's erectile dysfunction with conservative measures. These measures should be discussed with and explored by the patient prior to an election to undergo the implantation of a penile prosthesis. Conservative treatments may include oral medications or vitamin supplements, such as sildenafil (Viagra), potassium paraaminobenzoate (Potaba) or vitamin E; intracavernosal injections of vasoactive substances, such as prostaglandin E1 (PGE1), papaverine and regitine; intraurethral deposition of PGE1 pellets (medicated urethral system for erection (MUSE)) and vacuumassist devices. If the patient has tried these treatments, and they have failed, that fact should be discussed with the patient and documented in the medical record.
Variety of prostheses Any attempt to obtain informed consent must begin with an explanation of the variety of prostheses that are currently available for implantation. Discussions with the candidate should include an overview of the following devices and all discussions, including the advantages and drawbacks to each type of prosthesis, must be documented in the medical record.
Malleable (semirigid). The most fundamentally basic prosthesis is the malleable or semirigid rod prosthesis, which consists of two rod-like cylinders that are implanted in the corpora cavernosa. The prosthesis can have a mechanically jointed 'backbone' or have a malleable one that allows the phallus to be dressed in the upward or downward position. This prosthesis is generally considered for patients who are significantly obese, who have limited manual dexterity, or in whom abdominal hardware such as reservoir balloons cannot be implanted (that is, patients undergoing extensive abdominal/perineal surgery and those receiving peritoneal dialysis). 47 Models. Mechanical rods: Dura II (AMS (formerly produced by Timm Medical Technologies)) prostheses have a series of polyethylene segments that articulate in a ball-and-socket arrangement and are held in place by a central spring. A silicone membrane covers these devices, and they come in two width sizes-10 and 12 mm. The standard length of 13 cm is augmented by adding proximal and distal tip extenders.
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Malleable rods: 650/600M (AMS); Acu-Form (Mentor). The AMS models consist of a wire core surrounded by polyester covering and silicone outer jacket. Model 600 is available in 9.5-and 11.5-mmwidth sizes, and the model 650 is available in 11-and 13-mm-width sizes. Lengths range from 12 to 20 cm and can vary with tip extenders. The Mentor Acu-Form has a silver wire backbone with a silicone elastomer outer coat and is available in widths of 9.5, 11 and 13 mm. Cylinder lengths range from 14 to 27 cm. This prosthesis is chosen for its simplicity of usage and durability due to fewer vital moving parts.
49
Inflatable. Inflatable devices consist of paired cylinders, which are surgically inserted inside the penis and can be expanded using pressurized fluid. Tubes connect the cylinders to a fluid reservoir and a pump, which are also surgically implanted. Depending on the device, the reservoir is implanted in either the abdomen or the scrotum.
Models. Unitary inflatable penile prosthesis (Dynaflex (AMS)): In 1990, the Dynaflex model was introduced as a more robust replacement of the Hydroflex. It is a paired cylinder with all operating components contained within each device, and it consists of the distal tip, central chamber and proximal reservoir. Rigidity is achieved by pumping 2-3 ml of liquid into the central chamber from the reservoir. Bending the cylinder 551 or more from horizontal operates a pressure switch to deflate the device and to return fluid back to the reservoir. These cylinders are available in two widths-11 and 13 mm-and various lengths.
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This was a good attempt to allow for inflation and deflation in a self-contained unit; however, a patient with a broad penis usually has incomplete filling by the Dynaflex cylinders and, thus, may experience shifting and buckling of the device during intercourse. Some patients complained that it was difficult to inflate because of two separate distal pumps. In addition, this device is not suitable for patients with a history of distal urethral erosion because of pressure applied to tissue while the implant is operated.
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Two-piece inflatable devices (Ambicor (AMS) and Mark II (Mentor) (production discontinued in 2000)): These devices were marketed to improve the ease of surgical implantation by eliminating the need for reservoir placement in the abdominal region. These prostheses consist of two inflatable cylinders that are inserted into the corporal bodies and are connected to a pump reservoir located in the scrotum. The drawback of these devices is the limited reservoir capacity of 15-20 ml, which is available not only for cycling the two cylinders for full rigidity but also for allowing flaccidity. As much as 5-10 ml of fluid is left in the cylinders during the flaccid state because of limited reservoir space. Patients with larger penises criticize these devices for insufficient volume to fully inflate the cylinders, and those with smaller penises complain of difficulty completely deflating the cylinders because of the limited reservoir capacity and resulting residual cylinder fluid. These prostheses should be considered for patients in whom reservoir implantation is difficult or contraindicated, such as those who have undergone pelvic exenteration or renal transplantation.
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Three-piece inflatable devices (700 series (AMS), Alpha 1 and Titan (Mentor)): These devices tend to be more complex and consist of two inflatable cylinders placed in the corporal bodies, a small pump that resides in the scrotum and a large fluid reservoir located in the abdomen. Three-piece prostheses prove to be the most satisfactory devices because they produce the most natural-appearing phallus in both the inflated and deflated states, produce good rigidity (even for larger penises), and offer good flaccidity for social dress. In addition, the flaccid state of the three piece allows removal of pressure against the corpora and tunica albuginea. Thus, patients with diabetes, previous implantation Informed consent for penile prosthesis BC Nahrstadt extrusion and previous infections may benefit from this type of inflatable device.
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The AMS 700 series offers the Ultrex model, which allows for girth and distal expansion, whereas the CX imparts only girth expansion. The CX line is most applicable to patients with scar tissue or those with a tendency for penile curvature upon tumescence. A new innovation in this line includes the InhibiZone antibiotic surface treatment (rifampin and minocycline hydrochloride), which has been shown to decrease the incidence of infection by roughly half compared with uncoated devices (down to 0.7% in one large study).
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The Bioflex cylinders used in the Alpha 1 and Titan models from Mentor allow expansion in girth with minimal axial elongation. These have proven to be very durable and resistant to cylinder aneurysm formation. The newer Titan model is identical to the Alpha 1, with the addition of a hydrophilic coating (polyvinylpyrrolidone), which decreases bacterial attachment and enables antibiotic absorption onto the implant when soaked in antibiotic solution prior to implantation. Preliminary data suggest a significant reduction in infection compared with the non-coated model. Both Mentor three-piece devices now come equipped with a reservoir lockout valve, which has been shown to decrease the incidence of autoinflation.
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Shorter size or decreased girth of the erection Penile shortening is probably the reason most men are disappointed with the outcome from their prosthesis surgery. After the prosthesis is placed, patients may experience modest penile shortening in the range of about 2 cm (although studies have shown that when the flaccid penile-stretched length is measured postoperatively, the actual loss of length following placement of the prosthesis is on average no more than 1 cm (1/3 inch)). This must be discussed with the patient prior to any surgical intervention. Patients also should be made aware of the fact that they may never achieve their most youthful length and girth due to underlying pathology (such as fibrosis, scarring or plaque formation) or an inability on the part of the surgeon to implant a device that completely fills the length and width of the penis.
Change in shape
The patient should be informed that change in the overall shape or configuration of the penis is rare. However, if there is some unidentified scarring involving the penis, some curvature or indentations including hourglass narrowing can be identified along the shaft. Typically, in the postoperative period, the prosthesis will cause an internal tissue expansion that will correct these deformities. This correction may take 6-9 months to occur.
Mechanical failure of the prosthesis
Mechanical failure of the prosthesis occurs as a result of leakage of the fluid that is contained within the devices. This typically occurs as a result of a fracture in the tubing, most commonly when it emerges out of the scrotal pump, but it can also be due to a leak from the erectile cylinders in the penis. It is felt that this occurs as a result of repetitive mechanical trauma, which weakens the tubing and in turn causes it to crack. Fluid leaking from the device will not result in any pain. The fluid that is used in the devices is typically a sterile saline solution, which will be readily absorbed into the body. The patient should be told that mechanical failure manifests itself in an inability of the penis to achieve or maintain adequate rigidity once the pump is activated. The most recent long-term data looking at 5-to 10-year success reports mechanical failure in the 5-10% range over that period of time. Looked at another way, 90-95% of men will have a functional prosthesis in 10 years. The patient should be informed that each company has its own warranty and that warranty should be discussed with the patient prior to implantation.
Pump problems
The patient should be informed that on very rare occasions he may experience problems with the pump associated with the penile prosthesis. These problems may include difficulty in activating or deactivating the pump, as well as a change in the pump location due to migration or fixation of the pump to the scrotal skin. These problems are quite unusual, but can happen as a result of an altered healing process. If the pump were to migrate or become fixed or difficult to manipulate because of its position, a simple outpatient scrotal procedure can be performed to reposition the pump. This procedure is performed in no more than 1% of cases.
Erosion or cylinder extrusion
The patient must be informed that if the tissues in the tip of the penis are weakened either by previous internal penile disease or as a result of the surgery, the prosthetic cylinder may migrate distally into the head of the penis and may appear to be ready to poke through the skin or into the urethra. If such an irregularity is seen, the patient should immediately bring it to the surgeon's attention so that it can be corrected before an infection sets in. Erosion or cylinder extrusion occurs in less than 1% of all cases.
Informed consent for penile prosthesis BC Nahrstadt Pain Any discussion of informed consent must include an overview of the pain likely to be experienced as a result of the operation. Every effort should be made to explain to the patient that a great deal of postoperative pain is likely to be experienced in the first few weeks after the surgery. The physician should explain that this pain will be controlled through the use of oral narcotic agents. Complete resolution of the pain will commonly occur within 4-12 weeks postoperatively. The patient should be counseled that extended pain could be indicative of a serious complication, including infection, and medical attention should be sought immediately.
Infection
Infection is a disastrous complication that usually requires the removal of the prosthesis. In some circumstances, once an infection sets in, the prosthesis will be removed and the location of the device will be washed out vigorously with a special antibiotic salvage procedure and then a new device will be immediately placed. If this is not possible, the infected device will be removed, the infected area will be treated, and the area of infection will be allowed to heal before a replacement device will be inserted. The patient must be informed that the delayed replacement of the prosthesis after initial removal is a more complicated operation and it may not be able to be achieved due to scarring of the penis.
Bleeding and hematoma
Bleeding and hematoma are rarely a problem, but these possible complications should be discussed with the candidate. He should be told that there is likely to be some localized swelling as well as bruising of the penis, groin area and scrotum. These should resolve without treatment in 1-3 weeks. Rarely a scrotal hematoma will develop. This can be treated with rest and should be reabsorbed into the body over time. In the event that the hematoma grows in size or becomes painful, it may need to be surgically evacuated. The risk of needing a blood transfusion after penile prosthesis placement is extremely rare to non-existent.
Sensation and ejaculation
By and large the surgical techniques used during the placement of a penile prosthesis avoid the sensory nerves of the penis. However, in rare cases, there may be a significant change in the sexual sensation of the penis. This rare complication should be discussed with the penile implant candidate. The feeling of climax, or orgasm, should be exactly the same as it was with a natural erection.
No erection if device is removed
The patient must be told that if the device is removed, for whatever reason, the patient will not be able to sustain an erection.
Possibility of revision surgery
The patient must be informed that he may have to undergo additional surgeries if the first surgery is not successful or if there are major complications. Those complications could include infection, tissue problems, erosion or cylinder extrusion or malfunctioning of the device itself.
An example of an informed consent form that can be used for penile prosthesis surgery is given in Appendix A.
Illustrative penile prosthesis cases
One of the earliest cases to deal with the propriety of informed consent for penile prosthesis surgery is East v. United States. 56 In that case the plaintiff, John East, presented to the VA hospital in St Louis, Missouri, for treatment of Peyronie's disease. The plaintiff underwent conservative treatment and, when that was unsuccessful, sought advice concerning the possibility of surgery.
On 8 February 1982, the plaintiff entered the Cochran VA Hospital for surgery to excise the plaque that had formed in his penis. Prior to entering the hospital, the plaintiff had discussed the surgery with Dr. Barton Wachs, Chief Resident in urology. At that time, only excision of the plaque was discussed; no mention was made of the insertion of a prosthesis. On the day of the surgery, Dr. Wachs informed the plaintiff that mere excision of the plaque had a very poor success rate and that he would not perform the surgery without the placement of a Small-Carrion prosthesis (a semirigid penile prosthesis). Upon learning that the insertion of a prosthesis would be necessary, the plaintiff cancelled the surgery to consider the options. The plaintiff met with other physicians at the VA Hospital and learned that although inflatable prostheses were available to the general public, they could not be used for his operation due to cost restrictions in place at the VA Hospital.
After speaking to other physicians at the hospital, the plaintiff again decided to have the surgery. He signed two consent forms authorizing the excision of the plaque and the insertion of the Small-Carrion prosthesis. The authorizations the plaintiff signed did not specifically mention circumcision.
On 18 February 1982, the surgery was performed by Dr. Wachs. The plaque was excised and the prosthesis was implanted in the corpus cavernosum. As part of the procedure, Mr. East was circumcised. At 6 months after the procedure, the plaintiff In denying the plaintiff's petition for damages, the court initially noted that the plaintiffs were unable to show that the defendants had failed to adequately inform the plaintiffs of the availability of alternative prostheses. According to the court, not only did the hospital staff specifically discuss the existence of inflatable devices, but they also explained to the plaintiffs that Mr. East could not obtain such a device (should he decide to undergo the procedure at the VA Hospital) as, due to cost, government regulations restricted the use of inflatable prostheses to veterans with service-connected penile injuries (which the plaintiff did not have). In addressing the plaintiffs' informed consent claim regarding the circumcision, the court recognized that there was conflicting evidence regarding what the plaintiffs were told about the possibility of a circumcision. However, the court rejected the circumcision informed consent claim as even the plaintiffs' own expert testified that most medical experts believe circumcision is a necessary part of the plaintiff's procedure to avoid postoperative complications such as infection and swelling, which can lead to the loss of vascularity.
The most interesting portion of the East opinion is found in the peroration. The court stated the following concerning the plaintiffs' informed consent claims:
The plaintiffs assert a general claim that the staff at Cochran V.A. failed to adequately inform them of the pain involved, the risks, the possible loss of sensation and the ultimate effect on their ability to engage in normal sexual relations. This Court finds that such claims are founded not on inadequate information supplied by the defendants' employees, but on unreasonable expectations on the part of plaintiffs. The Easts hoped the operation would return their lives to normal in all respects. That was not possible. The Easts were informed that a prosthesis was necessary to restore the ability to have sexual intercourse. With the operation and insertion of a prosthesis, come certain risks and drawbacks. This Court finds that the Easts were adequately informed concerning all aspects of the surgery. While this Court sympathizes with plaintiffs' plight, it cannot award damages for disappointment, unless accompanied by a breach of duty on the part of defendants. This Court has found no such breach. Accordingly, plaintiffs shall recover nothing on their petition. 57 The last portion of the East opinion highlights the importance of conducting detailed informed consent discussions with the patient (and his partner) that focus as much on realistic expectations as they do on possible complications.
In Wenger v. Oregon Urology Clinic, 58 the plaintiff, Robert Wenger, was diagnosed with Peyronie's disease. In 1986, after more conservative treatment proved unsuccessful, the plaintiff elected to have surgery. The surgical procedure, performed by defendant Dr. Rosencrantz, involved inserting an inflatable penile prosthesis and making cuts in the scar tissue. Gangrene developed in the penis tissue and, after two more operations, the penis was almost completely amputated. The plaintiff and his wife filed suit against Dr. Rosencrantz, and others, alleging that the defendants failed to inform the plaintiff of the risks and dangers of the surgery and failed to advise the plaintiff of alternative forms of treatment. The case proceeded to trial and the jury returned a substantial verdict in favor of the plaintiffs. The defendants then appealed.
In affirming the jury verdict in favor of the plaintiffs, the Oregon appellate court specifically noted that the plaintiffs presented evidence at trial that the defendants did not discuss the risk of infection with Mr. Wenger and did not give him any details about the failure rate of the prosthesis. The plaintiffs also presented expert testimony that both the risk of infection and the failure rate of the prosthesis were material risks of the surgery that should have been communicated to the plaintiff prior to the procedure. In addition, the appellate court found that the medical experts (from both sides) testified that there were four alternative surgical procedures used for correcting Peyronie's disease and one of those experts testified that the plaintiff was a candidate for the Nesbit procedure, which does not involve the implantation of a prosthesis. Dr. Rosencrantz's own notes included a statement that grafting was a viable alternative for the plaintiff, but there was no indication in the records that this alternative procedure (or any of the other four) was ever discussed with the plaintiff. 59 The case of Montgomery v. Bazaz-Sehgal 60 provides another example of the trouble physicians can run into when they do not document conversations concerning informed consent for the record. In the Montgomery case, the plaintiff, John Montgomery, began treating the defendant for complaints of premature ejaculation and inability to maintain an erection. The defendant's ultimate diagnosis was that the plaintiff was suffering from Peyronie's disease and a slight venous leak. The defendant Informed consent for penile prosthesis BC Nahrstadt urologist attempted to treat the plaintiff's condition with conservative measures, including injections of papaverine and regitine, to no avail. The defendant then decided that corrective surgery was necessary. During the course of the surgery the defendant implanted an inflatable pump prosthesis in Montgomery's penis.
Following the surgery, the plaintiff filed suit against the defendant urologist and the hospital where the surgery was performed alleging that the urologist had implanted the inflatable pump prosthesis without his knowledge or consent. The plaintiff claimed that prior to surgery the defendant merely told him that he intended to perform a revascularization. He further claimed that at no time was the possible insertion of a penile implant discussed with him nor did he ever give his consent for such a procedure. The plaintiff presented evidence that when he asked the defendant why he had implanted the prosthesis, the defendant explained that he was saving Montgomery from a second surgical procedure 'at some later date.' Although the defendant claimed that he did discuss the prospect of implanting a penile prosthesis with the plaintiff, the medical records were silent on that score.
The trial court granted a directed verdict in favor of the defendant, finding that the plaintiff's failure to produce expert testimony on the issue of his damages precluded the entry of a verdict on those claims. The Pennsylvania Supreme Court reversed and sent the case back to the trial court for a further trial on the issue of damages. The Supreme Court began its opinion by defining the doctrine of informed consent. According to the court, the informed consent doctrine requires physicians to provide patients with material information necessary to determine whether to proceed with the surgical or operative condition or to remain in the present condition. The information provided by a physician must give a patient 'a true understanding of the nature of the operation to be performed, the seriousness of it, the organs of the body involved, the disease or incapacity sought to be cured, and the possible results'. 61 Thus, a physician must 'advise the patient of those material facts, risks, complications and alternatives to surgery that a reasonable person in the patient's situation would consider significant in deciding whether to have the operation'. 62 A claim that a physician failed to obtain the patient's informed consent sounds in battery.
According to the Supreme Court, the plaintiff unquestionably established a prima facie case of battery by introducing evidence that the defendant made physical contact with the plaintiff. Specifically, the plaintiff testified that, during consented-to revascularization surgery, the defendant implanted a penile prosthesis without the plaintiff's knowledge or consent. This contact left a palpable reminder in the form of the prosthesis, which the plaintiff discovered only after he awoke from surgery.
In holding that the plaintiff was not required to produce expert testimony to support his damages claims, the supreme court stated the following:
There is no question that [plaintiffs'] testimony concerned both physical and emotional damages and was often overlapping. Thus, John Montgomery spoke of diminished sensation in his penis during intercourse, the fact that he could not achieve an erection without pumping up the device and that he experienced pain and discomfort 'like sitting on a pin cushion' emanating from the device itself. Likewise, Marsha Montgomery testified that John was in a great deal of pain subsequent to the procedure. But there was also ample evidence of anguish and harm arising from the very fact of the presence of the unwanted device. John Montgomery testified that the prosthesis was cumbersome and embarrassing, and made him feel like a machine because he had to pump the prosthesis in order to achieve an erection. Both [plaintiffs] testified that the device had a negative emotional impact on their marital relations. The alleged emotional injuriesy are obvious and clearly connected to the prosthesis. It is within the range of comprehension of jurors whether emotional injuries might reasonably be attributable to the implantation of a penile prosthesis to which a patient did not consent and which he first became aware of only after awaking from anesthesia and being presented with a warranty card for the device. John Montgomery spoke directly to the emotional difference between his pre-existing condition and his condition after implantation of the prosthesis. The jury did not require an expert to explain to it the connection between an unwanted implantation of a penile prosthesis and the emotional injuries for which [plaintiffs] sought recovery. That John Montgomery might suffer these types of injuries is a direct and readily foreseeable consequence of the unwanted procedure. 63 In the end, the court ruled that the defendant could be liable for physical and emotional damages-in large part because there was little or no proof that the defendant ever discussed the implantation of a penile prosthesis with the plaintiff prior to the procedure.
Informed consent must be an important and integral part of any discussion with a patient who is contemplating penile prosthesis surgery. Those physicians who perform penile prosthesis surgery (and any other physicians or surgeons for that matter) must treat the informed consent process Informed consent for penile prosthesis BC Nahrstadt seriously and dedicate sufficient time to discussing the matter with the patient. And those physicians who take the time to address and deal with the issues outlined in this paper will go a long way toward significantly reducing or eliminating their exposure to lack of informed consent claims.
from the erectile cylinders in the penis. It is felt that this occurs as a result of repetitive mechanical trauma which weakens the tubing which causes it to crack. When the fluid leaks, it is not something you would be aware of. It does not cause pain. The fluid contained within the device is typically a sterile saline solution, which will simply be reabsorbed by the body. What you will recognize is that when you squeeze the pump, there will be no transfer of fluid and no rigidity or inadequate rigidity. The most recent long-term data looking at 5-10 year success reports mechanical failure in the 5-10% range over that period of time. Looked at another way, 90-95% of men will have a functional prosthesis in 10 years. These devices are designed to be used for life. Each company has its own warranty, which you should discuss with your physician.
(2) Infection is a disastrous complication which usually requires the removal of the prosthesis as it is rare to be able to clear infection so long as the prosthesis is within the body. Occasionally, the infected prosthesis can be removed, the location of the device can be washed out vigorously with a special antibiotic salvage procedure and then a new device may be able to be immediately placed. When this is not possible, the infected device is removed and then a period of healing will follow where the device can be replaced after a period of healing (6 weeks to 6 months). Delayed replacement of a prosthesis after initial removal is a more complicated operation associated with the potential for not being able to replace the device because of scarring but other problems such as shortening of the penis, change in sensation and shape may also occur.
As a result of improved surgical technique and device design, infection rates are now markedly reduced, typically being reported in the o1-2% range for new prosthesis placements and up to 3% when the prosthesis is uninfected and has mechanically failed.
(3) Bleeding and hematoma are rarely a problem. There is likely to be localized swelling as well as 'black and blue' of the penis, groin area and scrotal sack. These will resolve without treatment over 1-3 weeks. Rarely a scrotal hematoma (collection of blood) will develop which can be treated with rest and it will reabsorb with time or if it is growing in size or painful, it may need to be evacuated surgically (opened up and washed out). The risk of needing a blood transfusion after penile prosthesis placement is extremely rare to nonexistent.
(4) Post-operative pain is variable and can be minimal, but in most men it is quite significant. Your physician will provide you with adequate pain medication to help control the pain, but not necessarily eliminate it entirely. As the prosthesis heals, there will be complete resolution of the pain such that you will typically not even be aware that the prosthesis is within your body unless you were to touch it directly. Complete pain resolution will most commonly occur within 4-12 weeks postoperatively. Post-operative pain is typically managed with oral narcotic agents. You should be aware that these drugs can cause constipation as well as sleepiness and you therefore should not be in any position where you might need to make important decisions or drive until the pain is under better control without the need for narcotic pain-killers. It is recommended that during the first several days after the operation, you spend as little time as possible on your feet as this will encourage healing, reduce swelling and result in more rapid resolution of pain.
(5) Loss of length-Penile shortening is probably the reason that most men are disappointed with the outcome from their prosthesis surgery. Studies have shown that when the flaccid penile stretched length is measured preoperatively, that the actual loss of length following placement of the prosthesis is on average no more than one centimeter (1/3 inch). To reduce the likelihood of loss of length, the surgeon will do his best to place the proper size device that fits your penis. You can expect that the length of your penis will be much like what you see when you grab the head of the penis and pull it straight out away from your body. Many men who believe they have lost length in their penis following prosthesis surgery in fact did not really lose length because of the surgery, but rather because they have not had a full erection for some time during which there may be some loss of tissue elasticity and thereby shortening of the penis. In addition, they may have gained some weight in the pubic area which will cover the penis and make it look shorter. Lastly, they may be expecting that the postoperative result will be like the erections they had when they were a much younger man. Although the goal is to make the penis as long as possible, one can expect that the rigidity of the penis will be much like the erections obtained as a younger man.
(6) Decreased girth-Girth is typically not substantially changed as most cylinders can expand and fill the penis satisfactorily, but if there has been scarring within the tissues of the penis, this can prevent expansion and result in a narrower appearing penis. The surgeon will do his best to put the largest cylinder in the penis, but there are limitations to which the tissues can expand. Decreased girth is not a common complaint.
(7) Sensory loss-By and large the surgical techniques being used avoid injury to the sensory nerves of the penis. Therefore there is rarely any significant change in the sexual sensation of the penis. Some men find that it takes longer for them to experience orgasm. This may occur because they can simply inflate the penis without any sexual arousal, and then it will seem to take longer for them to become aroused, resulting in the prolonged time to orgasm. Therefore, proper sexual stimulation is important to enjoy the entire sexual experience with a prosthesis.
Informed consent for penile prosthesis BC Nahrstadt (8) Change in shape-The overall shape or configuration of the penis is rarely altered as a result of placement of any type of prosthesis, but if there is some unidentified scarring involving the penis such as that which occurs with Peyronie's disease, some curvature or indentations including hourglass narrowing can be identified along the shaft. Typically, in the postoperative period, the prosthesis will cause an internal tissue expansion which will correct these deformities. This may take 6-9 months to occur.
(9) Erosion or cylinder extrusion-If the tissues in the tip of the penis are weakened either by previous internal penile disease or as a result of the surgery, the prosthetic cylinder may migrate distally into the head of the penis and may appear to be ready to poke through the skin or into the urethra. By all means, if such an irregularity is seen, you should address it with your doctor before the prosthesis is exposed so that it can be corrected without developing infection. This problem occurs in o1% of cases.
(10) Pump problems-These include difficulty in activating or deactivating the pump as well as change of pump location due to migration or fixation of the pump to the scrotal skin. These problems are also quite unusual but can happen as a result of an altered healing process or a malposition of the pump by the implanting surgeon. If the pump were to migrate or become fixed or difficult to manipulate because of its position, a simple outpatient scrotal procedure can be performed to reposition the pump which is almost universally successful. This procedure is performed in no more than 1% of cases.
(11) Prosthesis care-In the postoperative period, it is best to take the antibiotics prescribed by your physician, reduce your physical activity to reduce swelling and enhance healing, take pain medicine for your comfort, and avoid submerging the incision during bathing for a minimum of 1-4 weeks. Specific bathing instructions will be issued by your physician. It is not uncommon to have an inflatable prosthesis partially fill during the postoperative period involuntarily. This is called 'auto-inflation.' To prevent this problem, it is important that once the prosthesis is activated, which is typically 4-6 weeks after surgery that you perform what is known as 'cycling' of the device. Cycling means complete inflation and then complete deflation of the penile cylinders twice per day for one month. In doing this, the tissues around the prosthesis are softened and stretched allowing complete deflation of the device into the reservoir. It also will allow you to become more familiar with operating the device and make it easier for you to activate it quickly and inconspicuously when you want to engage in sexual relations. If you have an inflatable device with a scrotal pump, it is best to inflate it without twisting it. The repetitive twisting of the pump can weaken the connections between the tubing and the pump and is the most common cause for mechanical failure of the prosthesis. (12) No erection if device is removed-If your penile prosthesis is removed, for whatever reason, you will not be able to sustain an erection.
(13) Possibility of revision surgery-You may have to undergo additional surgeries if the first surgery is not successful or if there are major complications. Those complications could include infection, tissue problems, erosion or cylinder extrusion or malfunctioning of the device itself.
It is hoped that this review will inform you of the potential problems associated with your prosthesis and as a result, will make for more realistic expectations regarding the outcome.
I acknowledge that:
The doctor has explained my medical condition, the proposed procedure and the risks associated with this procedure, including the risks outlined above. I understand the risks of the procedure, including risks that are specific to me, and the likely outcomes.
The doctor has explained other relevant treatment options and their associated risks. The doctor has explained my prognosis and the risks of not having the procedure.
I have fully read and understand the information contained in this informed consent form.
I was able to ask questions and raise concerns with the doctor about my condition, the procedure and its risks, and my treatment options. My questions and concerns have been discussed and answered to my satisfaction.
The doctor has explained to me that if immediate life-threatening events happen during the procedure, they will be treated accordingly.
I understand that no guarantee has been made that the procedure will improve my condition and that the procedure may make my condition worse.
On the basis of the above statements, 
